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PRENATAL DIAGNOSTIC METHODS 



CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being deposited with 
the United States Postal Service, as first class mail, with sufficient postage, in an envelope addressed to: Commissioner 
for Patents, Washington, D.C. 20231, on February 5. 2002 . 




INFORMATION DISCLOSURE STATEMENT 



Honorable Commissioner 

for Patents 
Washington, DC 20231 

Dear Sir: 



This document is an Information Disclosure Statement to the above-cited patent 



application. 



Attached hereto is at least one Form PTO-1449 listing documents believed 
relevant to the subject application. The submission of the following information is not intended, 
nor should it be construed, to constitute an admission that any patent, article, or other 
information referred to herein is "prior art" unless specifically designated as such. In accordance 
with 37 C.F.R. § 1 .97(b) the filing of this information shall not be construed to mean that a 
search has been made or that no other material information may exist. Neither should its 
submission be construed to indicate that a thorough search should not be conducted by the 
Examiner. 
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It is believed that this disclosure comphes with the requirements of 37 C.F.R. § 



1.56, § 1.97, and § 1.98 and the Manual of Patent Examining Procedures § 707.05(b). If for 
some reason the Examiner considers otherwise, it is respectfully requested that the undersigned 
be telephoned so that any deficiencies can be remedied. 

This Information Disclosure Statement is being submitted within three months of 
the filing date of the above-identified application. Therefore, no fee is due for submission of this 
Information Disclosure Statement, pursuant to 37 C.F.R. § 1.97(b)(2). 



A copy of each document is enclosed. Some of the documents may have 



markings thereon. No significance is meant to be attached to the markings. These documents 
are not necessarily analogous art. Additionally, the order of the following documents is to be 
accorded no particular import as the order thereof is completely fortuitous. 



It is respectfully requested that these documents be: (1) fully considered by the 



Patent and Trademark Office during the examination of this application; and (2) represented on 
any patent which may issue on the application. Applicants respectfully request that copies of the 
PTO-1449 forms, as considered and initialed by the Examiner, be returned with the next 
communication. 



U.S. Patent No. 5,182,107 to Friden, issued January 26, 1993. 

U.S. Patent No. 5,460,942 to Chou et al., issued October 24, 1995. 

U.S. Patent No. 5,641,628 to Bianchi, issued June 24, 1997. 

U.S. Patent No. 5,714,325 to Bianchi, issued February 3, 1998. 

U.S. Patent No. 5,731,156 to Golbus, issued March 24, 1998. 
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U.S. Patent No. 5,833,988 to Friden, issued November 10, 1998. 

U.S. Patent No. 5,859,699 to Baer et al, issued January 12, 1999. 

PCT Publication No. WO 91/07660 by Bianchi, published May 30, 1991. 

PCT Publication No. WO 91/14768 by Simons, published October 3, 1991. 

PCT Publication No. WO 93/23754 by Ahlert et al., published November 25, 



1993, which discloses a process for the prenatal diagnosis of genetic abnormalities by detecting 
nucleated erythrocytes with a gradient and magnetic activated cell sorting with anti-CD71 
marked cells. The method can be used to detect fetal trisomy or infantile aneuploids using 
fluorescence in situ hybridization. 



PCT Publication No. WO 95/13697 by Reid et al., pubhshed May 26, 1995. 
PCT Pubhcation No. WO 96/09409 by Busch et al, pubhshed March 28, 1996. 



S.C. Yeoh et al., "Detection of Fetal Cells in Matemal Blood," Prenatal Diag. 1 1 : 
117-123 (1991). 

S. Wachtel et al., "Fetal Cells in the Matemal Circulation: Isolation by 
Multiparameter Flow Cytometry and Confirmation by Polymerase Chain Reaction," HunL 
Reprod. 6: 1466-1469 (1991). 

R. Hume et al., "The Ontogeny of the Glucose-6-Phosphatase Enzyme in Human 
Embryonic and Fetal Red Blood Cells," Earlv Hum. Develop. 42: 85-95 (1995). 
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R.A. Mulivor et al., "Prenatal Diagnosis of Hypophosphatasia: Genetic, 
Biochemical, and Clinical Studies," Am. J. Hum. Genet. 30: 271-282 (1978). 

R. Hume et al., "The Ontogeny of Key Endoplasmic Reticulum Proteins in 
Human Embryonic and Fetal Red Blood Cells," Blood 87: 762-770 (1996). 

N. Moghrabi et al., "Cosegregation of Intragenic Markers with a Novel Mutation 
that Causes Crigler-Najjar Syndrome Type I: Implication in Carrier Detection and Prenatal 
Diagnosis." Am. .7. Hum. Genet. 53: 722-729 (1993). 

Y. S. Shin et al., "Prenatal Diagnosis of Galactosemia and Properties of 
Galactose- 1 -Phosphate Uridyltransferase in Erythrocytes of Galactosemic Variants as Well as in 
Human Fetal and Adult Organs," Clin. Chim. Acta 128: 271-281 (1983). 

R. Hume et al., "The Human Adrenal Microsomal Glucose-6-Phosphatase 
System." .1. Clin. Endocrinol.& Metab. 80: 1960-1966(1995). 

A. Burchell et al., "Human Fetal Testis Endoplasmic Reticulum Glucose-6- 
Phosphatase Enzyme Protein," Biol. Reprod. 55: 298-303 (1996). 

A. Burchell et al., "Glucose-6-Phosphatase Proteins of the Endoplasmic 
Reticulum (Reviewl" Mol. Membrane Biol. 11: 217-227 (1994). 

W. Holzgreve et al., "Fetal Cells in the Maternal Circulation," J. Reprod. Med. 
37:410-418(1992). 

D.W. Bianchi et al., "Detection of Fetal Cells with 47,XY,+21 Karyotype in 
Maternal Peripheral Blood," Hum. Genet. 90: 368-370 (1992). 
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H. Hamada et al., "Fetal Nucleated Cells in Maternal Peripheral Blood: Frequency 
and Relationship to Gestational Age," Hum. Genet. 91: 427-432 (1993). 

A. Burchell &. R. Hume, "The Glucose-6-Phosphatase System in Human 
Development." Histol. Histopathol. 10: 979-993 (1995). 

M.-C. Cheung et al., "Prenatal Diagnosis of Sickle Cell Anaemia and 
Thalassaemia by Analysis of Fetal Cells in Maternal Blood," Nature Genet. 14: 264-268 (1996). 

Y.-L. Zheng et al., "Prenatal Diagnosis from Maternal Blood: Simultaneous 
Immunophenotyping and FISH of Fetal Nucleated Erythrocytes Isolated by Negative Magnetic 
Cell Sorting." .1. Med. Genet. 30: 1051-1056(1993). 

U.W. Mueller et al., "Isolation of Fetal Trophoblast Cells from Peripheral Blood 
of Pregnant Women," Lancet 336: 197-200 (1990). 

J.O. Price et al., "Prenatal Diagnosis with Fetal Cells Isolated from Maternal 
Blood by Multiparameter Flow Cytometry," Am. .T. Obstet. Gvnecol. 1731-1737 (1991). 

A. E. Covone et al., "Trophoblast Cells in Peripheral Blood from Pregnant 
Women," Lanest (October 13, 1984), pp. 841-843. 

J.L. Simpson & S. Elias, "Isolating Fetal Cells from Maternal Blood: Advances in 
Prenatal Diagnosis Through Molecular Technology," JAMA 270: 2357-2361 (1993). 

B. Williamson, "Toward Non-Invasive Prenatal Diagnosis," Nature Genet. 14: 
239-240 (1996). 
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"Report on the Sixth Fetal Cell Workshop, Held in Nottingham on Thursday 
December 1996" (D. Liu & L.Durrant). 

S. Pazouki et al., "A Rapid Combined Immunocytochemical and Fluorescence in 
Situ Hybridisation Method for the Identification of Human Fetal Nucleated Red Blood Cells," 
Acta Histochem. 98: 29-37 a996'>. 

P.M. Crofton & R. Hume, "Alkaline Phosphatase Isoenzymes in the Plasma of 
Preterm and Term Infants: Serial Measurements and Clinical Correlations," Clin. Chem. 33: 
1783-1787(1987). 

ID. Waddell & A. Burchell, "Transverse Topology of Glucose-6-Phosphatase in 
Rat Hepatic Endoplasmic Reticulum," Biochem. J. 275: 133-137 (1991). 

N.M. Bhat et al., "One Step Separation of Human Fetal Lymphocytes from 
Nucleated Red Blood Cells," J. Immunol. Meth. 131: 147-149 (1990). 

A. Burchell et al., "Glucose Metabolism and Hypoglycaemia in SIDS," J. Clin. 
Pathol. 45 (Suppl.): 39-45 (1992). 

R.C. Nordlie et al., "Analysis of Human Hepatic Microsomal Glucose-6- 
Phosphatase in Clinical Conditions Where the T2 Pyrophosphate/Phosphate Transport Protein is 
Absent," Biochem. J. 281: 859-863 (1992). 

A. Burchell et al., "Ontogeny of Human Hepatic Microsomal Glucose-6- 
Phosphatase Proteins," Clin. Chem. 36: 1633-1637 (1990). 



R.C. Nordlie et al., "Type Ic, a Novel Glycogenosis," J. Biol. Chem. 256: 9739- 

9744 (1983). 
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A. Burchell et al., "Perinatal Diagnosis of Type Ic Glycogen Storage Disease," L 
Inher. Metab. Dis. 12 (Suppl. 2): 315-317 (1989). 

A. Burchell et al., "Diagnosis of Type la and Type Ic Glycogen Storage Diseases 
in Adults," Lancet (May 9, 1987), pp. 1059-1062. 

J.L. Countaway et al., "The Phosphohydrolase Component of the Hepatic 
Microsomal GIucose-6-Phosphatase System is a 36.5-Kilodalton Polypeptide," J. Biol. Chem. 
263:2673-2678(1988). 

I.D. Waddell et al., "The Identification of T2; the Phosphate/Pyrophosphate 
Transport Protein of the Hepatic Microsomal Glucose-6-Phosphatase System," FEBS Lett. 229: 
179-182 (1988). 

A. Burchell et al., "Stabilization of Glucose-6-Phosphatase Activity by a 21000- 
Dalton Hepatic Microsomal Protein," Biochem. J. 230: 489-495 (1985). 

R.C. Nordhe & W.J. Arion, "Liver Microsomal Glucose-6-Phosphatase, Inorganic 
Pyrophosphatase, and Pyrophosphate-Glucose Phosphotransferase," J. Biol. Chem. 240: 2156- 
2164(1965). 

G.T. Cori & C.F. Cori, "Glucose-6-Phosphatase of the Liver in Glycogen Storage 
Disease," J. Biol. Chem. 199: 661-667 (1962). 



der Leber und Nierenl" Beitrage z. Path. Anat. u. s. Allgem. Pathol. 82: 497-513 (1929), 
discloses the diagnosis of a type of glycogen storage disease with hepatic and kidney 
involvement, now known as von Gierke's Disease. 



E. von Gierke, "Hepato-Nephromegalia Glykogenica (Glykogenspeicherkrankheit 
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D.W. Bianchi et al., "Isolation of Fetal DNA from Nucleated Erythrocytes in 
Maternal Blood." Proc. Natl. Acad. Sci. USA 87: 3279-3283 (1990). 

J. Chueh & M.S. Golbus, "Prenatal Diagnosis Using Fetal Cells in the Maternal 
Circulation." Semin. Perinatol. 14: 471-482 (1990). 

M.S. Golbus et al., "The Prenatal Determination of Glucose-6-Phosphatase 
Activity by Fetal Liver Biopsy," Prenatal Diagnosis 8: 401-404 (1988). 

Y. Tomoda, "Demonstration of Foetal Erythrocyte by Immimofluorescent 
Staining," Nature 202: 910-911 (1964). 

P. Ponka & C.N. Lok, "The Transferrin Receptor: Role in Health and Disease," 
Int. .1. Biochem. Cell Biol. 31:1111-1137 (1 999) (not prior art, as published after priority date). 

O. Geifman-Holtzman et al., "Prenatal Genetic Diagnosis by Isolation and 
Analysis of Fetal Cells Circulating in Maternal Blood." Semin. Perinatol. 18: 366-375 (1994). 

D.W. Bianchi et al., "Transferrin Receptor (CD71) Expression on Circulating 
Mononuclear Cells During Pregnancy," Am. .1. Obstet. Gynecol. 170: 202-206 (1994). 

R.T. Parmley et al., "Ultrastructural Localization of Transferrin, Transferrin 
Receptor, and Iron-Binding Sites on Human Placental and Duodenal Microvilli," Br. J. 
HagmataL 60: 81-89(1985). 

K. Kissel et al., "Immunohistochemical Localization of the Murine Transferrin 
Receptor (TfR) on Blood-Tissue Barriers Using a Novel Anti-TfR Monoclonal Antibody," 
Histochem. Cell Biol. 110: 63-72 (1998). 

8 




,N 09/972,105 



RECEIVED 



FEB 2 0 2002 



Docket No. 350013-76 



TECH CENTER 1600/2900 



J.S. Levine & P.A. Seligman, "The Ultrastructural Immunocytochemical 
Localization of Transferrin Receptor (TfR) and Transferrin (Tf) in the Gastrointestinal Tract of 
Man." Gastroenterology 86: 1161 (1984). 

E.P. Spector et al., "Properties of Fetal and Adult Red Blood Cell Arginase: A 
Possible Prenatal Diagnostic Test for Arginase Deficiency," Am. J. Hum. Genet. 32: 79-87 
(1980). 



M. Miyake et al., "Human IgGa Monoclonal Antibody Directed to an Unbranched 



Repeating Type 2 Chain (Gaipi->4GlcNacpl-^3Galpl-^4GlcNAcpl->3Gal|31-)-R) Which Is 
Highly Expressed in Colonic and Hepatocellular Carcinoma," Cancer Res. 49: 5689-5995 
(1989). 
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